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FDA Answers to Questions 

Submitted at Washington Conference 
on November 24-25, i958, 

to Discuss Food-Additives Amendment 


Following Each Session of the Meeting—Cosponsored by the United 
States Food and Drug Administration and The Food Law Institute— 
Written Questions from the Floor Were Filed with the Moderator 
to Be Answered on the Afternoon of November 25 by an FDA Panel 
(For Proceedings of the Sessions, See the December, 1958 Journal) 


Scope—Packaging 
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Answe? 
we discussed the procedures FDA w 
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of materials approved for use in food packaging 


in the Senat Senator 


bama, chairman of the Senate committee in charge of the bill 





OUESTIONS AND ANSWERS FROM WASHINGTON CONFERENC!I 


\ recent release of the Food and Drug Administration, dated 
September 10, 1958, indicates that the packaging industry 1s covered 


by the provisions of the bill, apparently contrary to the statements « 
Congressman Williams and Senator Hill 
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Our company ts interested in determining what rélationship, if 
iny, the new food-additives amendment has with respect to obtaining 
approval by the Food and Drug Administration of the use in pack 
aging materials such as plastic films, paperboard, etc., of various chem 
gy materials for various 


ical materials which are added to the packaging 
reasons. Examples of such chemicals are plasticizers, adhesives, coat 
Ing agents, paper sizes, ete Is it required or, 1f not required, Is it 


possible to obtain approval under the new food-additives amendment 


for the use of such chemicals in various packaging materials 


lnswer 

lf the packaging material is subject to the food-additives amend 
ment then its use must be cleared under the provisions of the amend 
ment it is not subject to the amendment, no approval under th 


*Is necessa’ry 


(Jucst I 

What 1s going to be the Administration's position ith regard t 
packaging materials Will it be necessary to secure Admiunistratior 
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in contact with the product and a normal “in process” 
shown, and (c) if they come in contact with the 
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ately qualified experts, 1t 1s not exempt from the 
additive and its use should be established as safe 


regulation 
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package, assuming it does n rmal use 
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mitted to the Food and Drug Administration, to the Meat Inspection 
Division of the Department of Agriculture, or to both 

Inswer 

Che petition should be submitted to FDA 

Ouestion 


lf an additive has been approved under the Meat Inspection 


OT 


tor use in meats, does it follow that the additive mav be used or in 


porated in other foods without securing clearance from FDA 


lnswe 
No 
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Does authorization and certification of mateérials 
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States Department of Agriculture constitute sufficient pri 


of such materials under the 1958 amendment of the Federal Food. 
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proot: 


Substances which are exempt from the definition of “food addi 


tive” under the terms of Section 201(s)(3) (i.e... substances cleared 


under the Meat Inspection Act for use in meats, or under the Poultry 


Products Inspection Act for use in poultry products, prior Sep 
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tember 6 1958) do not need to be « leared under the terms of the ood 
additives amendment 


Question 


Will the present jurisdiction of the Alcohol and Toba 


Division of the Internal Revenue Service over the composition 


labeling of wine, beer, and other alcoholic beverages be altered i1 


wav bv the presence of Section 409 in the food drug ind cosmet 


Yes. The new law will affect these rulings 


Question 
During 1956 the Revenue Service authorized the use « 


a clarifying and stabilizing agent 


pyrrolidone (I?’VIP) as 
levels not to exceed 0.01 per cent in the finished product rev. Rul 
96-415, IRB 1956-2, 1042). In 1958 this authorization was extended 


to beer. Will the presence of Section 409 in the food, drug and cos 


metic law affect these rulings 
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or about an experimental program for developing data needed 
food additive petition 
Questions 
Does FDA propose to publish a summary or 
sanction and approval letters? 
Will a list of materials given “no objection 
1958, be published ? 


lay moe - 
PIS e? 


We do not plan to publish such a list because to do so migt 
manv cases reveal trade secrets 

Ouest ns 

Does the Food and Drug Administration intend to publish 
ot the substances used in food prior to January ] 195% 
adequately shown through scientific procedures or experiet 
on common use in food to be safe under the « 


tended use: 


Does the Food and Drug Administration 


r approved additives and, if so, when? 


Will FDA publish a list of substances for whuicl ul 


approval has been granted undet the Food Drug and Cosmet \et 


the Poultry Inspection Act or the Meat Inspection Act 


Does FDA contemplate the 
stances which 11 regards as generally safe either 
specified levels and a similar list showing those which 


to be safe either at anv level or at spec ified levels? 


Will the forthcoming list of exempted food 


food packaging additives? 


Will it » feasible f the FDA peop! 
in summary al rf bstances 


shown to be 


Substances sanctioned 


identity have beet issued 

new list of these materials 1s n ben prepared 
additives generally recognized as safe was distributed 
ence as well as lists of additives recognize 


Agriculture for use in inspected meat and p 
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The above-mentioned lists include some ot * materia 


food pac kaging materials 
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\s regulations issue sanctioning food-additive uses under the 


amendment, of course, they will amplify the lists mentioned above 


It would be our purpose to publish each approving regulation 
the shortest form possible. Thus, we d 
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safe amounts unless its use were shown to be required in productior 
or unavoidable in good manufacturing practice 
Such additives may be considered under the new amendment pro 


vided a petition ts hled requesting su h consideration at d ack ompal ied 


by appropriate supporting data 
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manufa ‘Tr oal packer, 1s 
the food packer to petition for a regulation 
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the food packaging material may reasona 
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Inswer 
Either may file the 
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Where, for example, a supplier of an additive petition 
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obtains a regulation authorizing use in certain products, may 
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homemaker learn about what and how much of such additives she 


feeding her family 
Inswer 
\ll orders with respect to food additives will be published 1 
deral Reqister 
Ouestion 
his question pertains to exemptions for 
if food additives 


lf exemptions for investigational purposes are published 


icuior ould nullify a potential commercial advantage for the f 


processor requesting the exemption. This would result from divulging 


the processor’s interest (in a nonpatentable development) at such 


date that the developer could derive little or no commerce 
ge over competitive interests who learned of the developm«e 
the publication. In the face of this problem 
‘quire that exemptions for the investigational use 
published 
[usw j 
Ni 
Cit 
Will all regulations, orders or rulings be published in the Federa 
egister or otherwise? If not, will everyone have to check individually 
vith the Food and Drug Administration ¢ 
Inswe 
\ll regulatio ders or rulings will be published in the 
cr? 
CJ ty cf? 
Section 409(b)(5) as it relates to the publication 
regulations 
What is meant by publication in “general terms’: 


Will the precise level of use of the additive 


(b) Will the particular food in which the petitione 
the additive be disclosed or will disclosure be made onl 
fa general class of foods? 
(c) Will the petitioner's name be disclosed: 
(d) What precautions are planned to avoid discouraging resea 


activity which, when disclosed in published petitions, accrues t 
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benefit of others undertaking no research activity (except in the re 


tively rare cases where broad, effective patent protection for the re 
search result can be obtained) ? 

Inswer 

(a) In every instance where a tolerance 
tolerance figure will have to be published 

(b) In some cases particular foods will be dis 
apples); in others a general class may be named (« 
Note that the publication of proposed regulations 
what the petitioner himself proposes. 

Che petitioner's name will be disclosed 

(d) Deputy Commissioner Harvey discussed 
the steps that ll be taken to protect trade sec 
information. Note that » do not plan to publ 
We will publish , f filing in general 
what the petitioner himself proposes and the 


the conditions under which the additive may 


petitive held such a 

ire of a new 
commercial application can result in the 
competitive advantage and may even jeopardize 
cess of the vent lich was the incentive fo 

Moreover, because « he uncertainty as 

be required for approval of a petition on a 
uncertainty the time required for complet 
may well prove to be difficult 


tood additive pertect 


ommercial use of the 
ons arise that have 
interests and pl 
which is required 
vv the petitioner, will « 
which will not unnecessat 
the initial publicat 
request, the name of the 
possible to delay for a reasol 


petitioner, the final publicati 
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cal composition, but made by other manufacturers and sold undet 
other trade-names? In answering this question, it should be borne in 
mind that different manufacturers may use different manufacturing 
processes and have different standards of purity, with the result that a 
chemical compound with ostensibly the same composition made by 
lifferent manufacturers might have different types and amounts of 
impurities from those contained in the particular compound on which 
the original toxicity data was obtained Phis is particularly possible 
n food packaging additives, such as resins or plastics, as distinguished 


from additives added directly to the food 


, 
iismMer 
The regulation authorizing use of an additive will identify 
additive specifically Where possible, a chemical description wil 


emploved but, 1f necessary, other descriptive terms will be 
(J/ucSt jl 
Does FDA propose to issue a manual of procedures under the 
as distinguished from the regulations themselves) 
lnsmwe? 


Ni Phe regulations are a manual of procedures 


(/ucSi } 


Does FDA have in mind a single set of regulation 


~ 


oth intentional and incidental additives, or will the 


‘two categorie s 


The procedural regulations 


tl types of idditive s 


regulation 
petition is fled proposing a regulat 
specific product or in combina 
resulting regulation be 
the petition or wi 


facts warrant such expat 


regulation Is expected i 


tained in the petition 
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(Auestion 


Section 201(s) as it relates to the new advisory tntormation service 
instituted by FDA 

Does FDA intend to make use of the new advisory intormation 
service inaugurated in November, 1957, to ; yunce informal deter 
minations arrived at without the necessity for formal petitior 

Inswer 

We plan to announce decisions with respect 
the formal regulations for the time being 

Ouest 

What is meant by the last sentence of Section 121.1(e) 
draft regulations regarding meaning of “attecting the character 
ot food? Please give a concrete example 


] — ) 
insw@We? 


Che use of tonizing radiation to alter the flavor of a tood wo 


be a food-additive use as contemplated by the proposed regulation 


even though the radiation did not itself become a component of 
tood 
Trade Secrets 

(/J/ttcst ys 

Section 409, under the part concerned with the 
satety indicates that all relevant data 
that the additive is intended to produc e, 1m 
additive, ete., will be filed with the food and 


(A) Will this portion of the law be interprete: 
officials as a requirement to dis lose the purpos« 
na general category basis (such as antioxidat 
1] 
il 


will it ve necessarv to disclose a research fir 


choice of the ul 1d Litiz In que Stion based 
t particular product sales feature that) shoul 
Lo competitiol 

(B) Will this intormation be a 
wl 


vhat provisions are being made to keep this intorma 

(CC) Walla | necessary for the fo 
same technical ettect cannot be obtained unless 
(This anti ipates the desire to take advat tage 
of technologies for undisclosed purposes 


would accomplish the same end 
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FOOD DRUG 


will be necessary to know what 


beheve 
used with. Without this informa 


idditive is to be 


food o1 ood le i 
t be possible to determine whether the proposed 


tion it 
use would promote deception of the consumer or otherwise result 
misbranding of food 

bearing on the physi 


a af Te 
to produce, the da 


the addit 


made except uw der the pro 
301/47) of the Food 
121 51(h) of the proposed regul: 


“20.” We "at 


section 


itself is 


¥ Section 30] 


\ect which reads: 


advantage, o1 


Secretary or om ‘mplovees ot the 


othe 
judicial proceeding 


sett 
( 


ment surts when relevant 


this Act. any informatio 


199 505, S506 


n acquired iuthority st 


any method o1 


mcerning 


t protection.” 


a proposed use of a “food additive” 1 


ind a petition is filed theret 


feature 
void pul 


procedure which FDA ean follow which will ay 


trade secret or patentable feature 


a trade secre 


is there any 


such 


disclosure 


‘answer to preceding question, and prenared papers bv Messrs 


Harvey and Cher chi 
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In the advent that a manufacturer of potential food additives 


is ignorant of the use of his product in association with food owing 


to the predominating and known sale of his product for uses not 


associated with food, what is his lability under the present additives 
law, should his product actually be in such use as a food additive 
unauthorized by FDA and without the manufacturer’s knowledge 


of such use? 
How may he protect himself against or lessen his liability 


suc h cases 


lf labeling is effective in reducing lability what general elements 


should such labeling include? 

Inswer 

Under the pure food law the person responsible for violation 
the first manufacturer is not in any way 


held accountable for it. If 
beheve he would no 


the violation we 


involved in. causing t 


criminally lable 


those outlined 


Consider a situation identical 


two question above 


Where does the primary responsibility lie for filing an applicatio 
with FDA requesting approval of an additive—with the manufacturer 


with the manufacturer of 


111s 


of the additive or the food which contai 
Which party should initiate the application for approval? May 


its 
an application for approval? 


either party initiate 
Inswer 
app! cation Ot course the fi 


kither party may initiate the 
for food additive uses until 


manufacturer should not ship his product 
the uses have been cleared with FDA and sanctioned by regulation 


(or exempted) 
Ouestion 
Who may file petition 


lf a food manufacturer 
chased from a supplier, does the manufacturer or the supplier hav: 


proposes to use a “food additive” put 


the responsibility of filing a petition for a regulation governing 


intended use in the manufacturer's product? 


lnswer 


See preceding question. 
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Intended Physical or Other Technical Effect—Deception 
Ouestion 

Is the Secretary of Health, Education, and Welfare 
his determination of whether or not the proposed use 
plish the 


limited 


“would accom 
intended physical or other technical effect” 

in Which in his judgment a tolerance limitation is required 
to assure that the proposed use of an additive will be safe 


Rye ry 


\s a general rule, ves. However there are circumstance 
Which failure of 


f an additive to accomplish its intended 


other technical etfect would lead to misbranding under 


law and this would bar the Secretary's approval ot 


additive required a tolerance lmiutatior 


‘ction L09(¢)(3)0R 


t 
il 


if in fact it 
true evel vdditive required 
Ouest 
Deceptiy 
SECT 
t he proposer 


oOnsumMe;rn « 


how the 


t the food 


itions requir 
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consumer as to proper use, and also some education by consumer 
experience so as to learn new subjective methods of evaluating food 
quality? (For example, it has been argued in the past that the coloring 
of oleomargarine constituted a deception. Similarly a few states do 
not allow the coloring of ice cream and other products because of 


the interpretation that it is a deception indicating richness 


I pester r 
\Whether a proposed food additive use will promote deceptior 
] 


of the consumer will have to be determined upon the facts relate 


to 1ts use 


Ouestion 

Section 409(¢)(3)(B) concerning deception as grounds f 
to issue a regulation for a sate additive 

li petition 1 ied on the sole ground that 

would “promote deception,” is the petitioner's only remedy that 
of objection, public hearing and judicial review provided in Sect 
1O9(t) and (g)-: 

a) If so, does FDA assert that 1 » longer has burdet 
proof in court on the issue of deception with respect to tood additives 
for the reason that FDA finds that the proposed use results in auto 
matic adulteration under Sections 409(a) and 402(a)(2)(C)? (If so 


the result is that the burden of proof in deception cases is on the 


government in cases involving “old” additives and on the detendant 


in cases involving deception alleged to be the result of a “foo 


additive 

(b) What conditions are meant to be reached by the “otherwise 
clause of Section 409(¢)(3)(B) (that is to say, how could an additive 
be safe, not promote deception, and still “otherwise result in adultera 
tion or in misbranding”) ? 

lasw 

lt a petition is demed on the basis that use of the additive would 
promote deception and the petitioner disagrees with the decision, 
he may contest it according to the procedures set forth in the amendment 

The “otherwise” clause referred to was inserted in the amend 
ment to make it perfectly clear that the Secretary is not required 
to sanction any use of an additive which would violate any provision 


of the Food, Drug, and Cosmetic Act 
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Food Standards 
Cuestion 
Will a “food additive” be considered “unsafe” within the meat 
ing of Section 409(a) if its use is authorized or is in contormity with 


a definition and standard of identity promulgated after September 
] 


’ 


6, 1958, but it is not dependently authorized by a regulation issue 


under this section? For example, if and when the proposed definitions 


and standards of identity for frozen desserts are adopted, will the 


chemical additives specified as optional ingredients be permitted in 
if ' 


such desserts under the terms of the food-additives amendment wit} 


out separate 


he formal papers, a procedur: 
‘s allowed in standardi 
the food-additives 
the standards 
ingredients listed i 
for frozen desserts 
priately qualified experts an¢ 
the tood-additives amen: 
For example, the proj 
ts anv artificial tood flavo 
would not authorize the 
containing an ingredient 
a flavoring containi 
recognized and had not bee: 


imendment 


the FDA statements 


, 1 ossible to obtain a temporary 


state shipments of experimental packs of tood 


interpretati 


standards of identity In the event that a manufacturer 


@ th us 


i temporary permit involving 


first necessary to petition for a 


additive before applying for said tem] 


lnswer 


No. Petition and application could be subn 
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in the list of chemicals which are exempt, Subpart B 
preprint handed us yesterday, a number of chemicals were omitted 
which are included in standards of identity 

Why: 


for various products 


Will petitions have to be filed for these ? 
lnswer 


\s explained in Section 121.3(b), this 1s only a partial lis 
- i 
substances that do not come under the amendment. No petition is 


needed for these specific chemicals for uses that are sanctioned in the 
standards of identity because they have prior sanction and are 


specifically exempt from the application from the new 


Drugs—Animal Feeds 


(ju 


\V here food additive is also a drug, which in turn 


makes the 
resulting arti oth 


i food and a drug, which provisions of the Act 


vill apply, those relating to food additives or those relating to drugs 


! ~ 
STC? 


Both provisions 


\What action, if any, is required under the 


vhich alread has an etlective new drug applica 1 
Drug, and Cosmetic Act and which is ben 


animal feed 


are used in aceordai 
made before September 6, 195% 
attention under the food-additives amendment The 
residues trom these drugs was considered at thi 


sancti 


application was before us and the prior 


through the new-drug application exempts then 


the food-additives amendment 


F-1D-C Reports—the “pink sheet’——issue of Ne: 


stated that Satety data for a new medicated teed 


simultaneously by NDA (New Drug Application 
Food Regulation statters, and 


clearance will no 
beth groups of FD A-ers are satisfied.” 
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Ouestion 
Would the fact that two groups must now OK the petition lengthen 
the traditional 60-day period of FDA evaluation on new-drug appli 


cations? 


Answer 


Section 121.7 of the proposed regulations outlines the procedure 


for handling an additive that also is a new drug We will 


make both evaluations as promptly as possible and we would 


anticipate any increased time lag under the new procedure becauss 


we will be doing under the food-additives amendment simply the 


same type of evaluation that was routinely conducted before under 


the new-drug section of the law. 
Ouestion 
Would it be expedient to submit duplicate 
that the 60-day evaluation period 1s not extend 
luswer 


Submission of the petition in triplicate 


posed regulation 


Issue a yvenel 1 reyvu 


d animal feeds 


ve understand the quest 
henceforth in evaluati Vv 


which result from us 


experts 
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OOD DRUG COSMETIC LAW JOl 


Testing and Evaluation 


Cuestion 
(1) What policy does the Food and Drug Administration have 
with respect to insignificant levels of additives or residues in foods 
Is it necessary to have chronic toxicity studies in every case in order 
to decide what such levels are inconsequential ¢ 
a processing ingredient is so small 


amount of 
health would the 


a residual 
relation to publi 


consequential in 
food additive? 


vredient be considered a 


PAST? 


lf the level at which the chemical is present is generally recognizes 


cant, then the chemical is not an additive 
necessary to have sound, scientific information about 
order to determine what level is inconsequential 


(1) Supp se that o1 yne’s dinner table there are several articles 

can a person be sure he will 

any one variety, if he takes it in eating several 
P 


that additive’ For instance 


itives: how 


17 


food containing food add 
not get too much of 
articles of food containing 
s harmful and there may be other additives of that 
a quantit 


ditferent 


much saccharine 
nature which might be harmful if taken in too large 
to the matter of the possible 


(2) Has any consideration been given 


danget to the consumer! 
f i ds that are allowed to use 


each item of f 


in one day 


the lount 


who might eat at one meal or1 
t number © additives up to 
od 4 


taken in 
in @XCess whi h 


which can be 
(3) Is there danger that the consume 
one item of 


\dministration 


r could get 
vould be injurious, if more than food had the limit of 
additive approved by the Food and Drug 
luswee 

Before FIA permits an additive it will considet 
he all 
is permitted. 
Phe probable 


hat might have the same effect on the body or might make the 


probable consumption of the additive on 


consumption of any other chemicals in 
hirst 


additive harmful in smaller amount 
allow 


(3) Bearing both of these factors in mind 


FDA will only 


be safe even though the 


quantities of the additive in food which will 
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consumer eats a number of foods that contain the maximum amount 


of additive or additives allowed. 


Ouestions 
Will animal feeding tests be required in all cases or only in 


special situations?’ If in special cases only, what would be exemplary 


Answer 

If a substance was used in food before January 1, 1958, and 
ompetent scientists generally recognize the use as Sate, based on 
mmon use in food, then animal feeding tests will not be required 

In the absence of such general recognization of safety, we do 
not see how an additive can be judged as safe without adequate 
knowledge of its effect on animals 

Cie v/ 


Where can the consumer obtain the details of 
been used to ‘ar a given product for use in food, that as the 
testing done on men, monkeys or rats; how many years was the 
compound ted and with what diets; how were the animals housed 
during the tests; and what pathological studies were made upon the 
inimals at the end of the tests: how can the consumer learn these 


facts in order to form his own judgment o vw validitv of testing 
luswe 
Ordinarily, scientists report the results 

he scientific literature. A review of the literat 

would reveal results of reported experiments uurse, the average 


consumer would need highly specialized training in order to evaluate 


inv of these reports 


} 


] ? 
Nas veen 


ic 
is additive be retested 


it a lower tolerance 


: : 2 * . 
nave t I I | ut we would 


se of the additive with 1 ’ ( ditterent 


] 


tact that a VIVE 2 [a Vda Is cept 
| 


YT 
not necessarily mean tha be suita 


the petitionel Wwe 


other technical et 
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and the quantity required to accomplish this effect (it 


a tolerance 
were required); the petition should contain 


information about the 
tendency of the proposed additive use to deceive the consumer 


Ouestions 


(1) Can language be included in the regulations which will make 
it clear that neither the new Act nor the regulations under it 


are 
intended to freeze testing procedures—that is, 


can FDA reassure the 
scientific community, by means of its regulations and procedures, that 


under the food-additives amendment continued progress in the science 

of toxicological testing is not only expected but also encouraged 
? 

{ } 


yA Po what degree or extent does FDA contemplate the es 


tablishment of approved methodology and technique for preliminary 
screening tests for 


(a) acute oral toxicity’ 
(b) subacute oral toxicity 


(c) chronic oral toxicity: 


(3) Assuming FDA will establish approval methodology and 


technique for preliminary screening tests for acute, subacute and 


chronic oral toxicities, to what degree or extent does FDA 


template approving methods and procedures for checking acute 


col 


sub 


acute and chronic oral toxicities beyond preliminary screening levels 


(4) What minimum scientific data will FDA require for approval 


of a food additive not in common use in foods prior to January 1 1958 


lnswe? 


The scientific experts who testified on this legislation before the 
health and science subcommittee of the House Committee on Inter 


Commerce urged strongly that the 
testing procedures should n 


state and Foreign details 
scientific 


be prescribed by regulation 
hey said broad guides should be furnished but the experts doing the 


testing should be permitted to work out the details of experiments 


to fit the substance being studied. The Food and Drug Administratior 


subscribes to this view: each chemical must be 


considered separate ly 
in devising a test procedure 


Vheretore FDA is 


adopting the general test procedures recom 
mended by the Food 


Protection Committee of the National 


its proposed regulations, but is leaving the do 


scientists to continue thei 


Research 
Council ir open for 
research to develop new 
methods 
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In addition to the Food Protection Committee guidelines, there 
are a number of suggestions for testing that have been published by 
FDA scientists 

Question 

What animal tests are recommended 


responses to additives 
lnswer 
The multiple patch test on humans 
Ouestion 
What is the attitude of FDA regarding the us¢ 


sé called (ile ; ice cream’: 


nt 


Considering only the appliction of the food additives amendment 


and not other sections ot 1 law We belheve in certain concent! 


Lins Sorbitol l ecognized as sate 


\re tolerances voing to be set on incidental fluoride contamination 


of foods? Fluorides may be picked up from process water or pac kaging 
ing fluoride 


materials. or mav be concentrated from naturally occurri 


] 


materials 


in foods 


the Food, Drug 


on fluorides addec 


submitted requesting 
establishes satety 


fluoride 


“sate 


for humans 


isted as generally r 
nt whet used 7 


We ir¢ 
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requires 8 per cent or more of linoleic acid. If there is such a use 
and the inquirer will let us know the details, we will be glad to 


comment further 


Ouestion 

Product A is food. It consists of a simple mixture of two ingredi 
ents, X and \ X is a well-recognized food like wheat flour. Y is 
also a food, but is not generally sold in a mixture with X—perhaps 
like corn syrup. Is Product A (1) a food with an additive within 
the scope of the food-additive amendment, requiring clearance by 


regulation, or (2) an adulterated food or (3) merely a food mixture ° 


Answer 

We are unable to visualize a combination of wheat flour and 
corn syrup that would be subject to the food-additives amendment 
If the inquirer has other substances in mind and will state them 


ind the conditions of their use, we will be glad to offer comment 


Ouestion 


Sodium sulfoacetates of fatty acid glycerides are acceptable addi 


tives in oleomargarine. Why are they not listed as acceptable for 


use in other foods where they might be useful as emulsifiers ¢ 


Answer 
\s indicated in the prepared papers, we will not attempt to list 
all substances that may be recognized as safe by appropriately quali 
hed experts 
Question 
\Will enzymes that are commonly used in food processing bx 
considered as safe now or will testing have to be done’ For exampk 
(1) Kennin in cheesemaking 


2) Lipase for developing flavor in cheese and certain milk 


{ 
produ ts 


> 


(3) Proteases used for chillproofing beer 


lnswer 

We will have to know the name of the enzyme in order to answer 
the question. With regard to enzymes named as examples 

(1) Rennin is generally recognized as safe 

(2) Lipase is generally recognized as safe 


> 


(3) Again, we need to know the name of the enzyme 
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Ouestion 
Has the use of urea nitrate and/or glycols as plasticizers in pape 


x glassine ever been clarified by the FDA? 


Inswer 
No 


Ouestions 


ll the FDA judge the mono and diglycerides of vegetable 


How wi 

j ] . . ; . ; ] 
ind animal oils which are mixtures of various fatty acids, including 
Lurk Will vou consider monoglvcerides of any vegetable oil unsate 


lauric acid is a component 


\\ hat Spec iT proot! does the 


1 being toxic to warrant 


KDA have on mono and di 
lauric anc making an excepts 
ul in a whole class considered “safe” for food use 

mono and diglycerides of lauri 
veerides hydrolize ot 


form mon veerides, how ther 
existence of s« y people eating cocon 
Page 33 prepril Pr cderai Reg sicr, 

Does this 1M 


cerides of laurt 


Cc) iden e tha 


We simply have not seer 


vork 1s 


| xperimental 


before long 
mpound or 
established 


regard 
ccurring glycericde 


\Ve do not questio 
acid (whether 1 


veerides of a vege 


which contains lauric acid 


~ dered AC eptable for ordinary food use 
here is some question about the synthe 


yr lauric acid 


aining 





FOOD DRUG COSMETIC LAW JOURNAI JANUARY, 1959 


Question 

Indirect additives 

In the processing of certain food products, minute quantities © 
metal from the processing vessels are known to cling to the food so 
processed and become a component thereof. Are these minute quan 
tities of metal which will inevitably become a component of the food 
product an additive for which a regulation must be applied for? 

luswer 

Not if they are generally recognized as safe 

Ouestion 

\n enzyme derived from a recognized food yeast is used to treat 


t 


a food product in order to convert a portion of the sugar present t 


simple sugars and thereby increase storage hfe of the food product 
s a ~ 


and improve its physical characteristics. Is an enzyme so used 
“food additive” within the meaning of the Act: 

Inswer 

If the use is not generally recognized as safe by appropriately 
qualified experts, and the use is not exempted by the definition of 
“food additive.” the enzyme is a food additive within the meaning 
the Act 

Ouestion 

I irs In mat 


\ processing ingredient has been used for many yea 


facturing a particular food and is considered safe for such use. May 
it be used for the same purpose in other foods without prior approva 


If not in all foods. what would be the criteria used in determin 


+1 


the other foods in which it would be considered satisfactory for suc 
use without prior approval ’ 

Inswer 

It may not be used in other 
itis generally recognized as sate 

Ouestion 

Would a single chemical which is intended for retail sale by 
manufacturer be considered an additive? For example, monosodiur 
glutamate is used as an ingredient in many foods but it is also sold 


} 


at retail for use by the consumer When sold at retail, would it bx 


considered potentially as a “food additive” 
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Inswer 
\ single chemical could very well be a food additive within thi 
meaning of the law However, monosodium glutamate is not in this 


] 


Class because it 1s ‘nerally recognized as safe 


oe 
Ouestion 
Several different antioxidants are currently available as rancidity 
inhibitors for shortenings. Does the Food and Drug Administratior 
intend to give blanket approval for all of them, or will it be required 
of the manufacturer to establish proof for each individual! antioxidant 
luswer 
Some of the antioxidants are listed 
is suitable for use in de signated concel 
not listed, consult FDA 


; 


(ues On 

\ manufacturer proposes to use chocolate chips in making choco 
ite chip cookies Phe chocolate chips contain a “food additive for 
which the chocolate 1 supplier has petitioned Por ind received a 


regulation governing use in the chocolate chips. Would the choco 


late chips 


vw considered a food additive when used by the cookt 


manufacturer because they contain the permitted additive 


] 


and 
ich as NDGA sweetel 
as additive s tl 
nonharmtfu 
luswer 


The proposed regulations distributed 


this question 
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Ouestion 

\re the following food additives considered by FDA as being 
generally regarded as safe for use without the submission of further 
tests or evidence? 
(1) Pepsin 
(2) Sodium alginate 
(3) Papain 


(4) Peptones made from gelatine 


Answer 


Papain is included among the list of substances which we pr 
pose be accepted as generally recognized as safe. We believe that 


( 


pepsin and sodium alginate are also generally recognized as safe ai 


if there is a need for it, we will include them on some future proposal 


The phrase “peptones made from gelatin” does not define any su 


stance with sufficient clarity to enable us to comment on the statu 


of such substances under the amendment 


Ouestion 


Can lards, animal fats, ete., containing added approved anti 


oxidants be labeled oxygen interceptor added to improve stability mstead 
of naming the individual antioxidant ingredients and their percentage 


as is necessary at the present time ? 


lnswer 


This question is not related to the food-additives amendmet 


The inquirer should write FDA about it 


Ouestion 


t 


It has been rumored that the FIA objects to the use of mi 
crystalline waxes on packing material coming in direct contact wit 


food products The panel 1S requested to clarify the ofti ial positr 
on this question 
1 nase r 


1 


The waxes are food additives whose satety must be establishe 


Ouestion 

\ typical adhesive manufacturer supplying adhesives for food 
packaging applications frequently offers several hundred ditfere: 
formulations. each of which ts sold in relatively small volume. Nor 
of these formulations are sold in sufficient volume to justify 


expense of toxicity studies on the formulation In cases sucl 
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this, will it be possible, for purposes of complying with the law, to 
obtain approval for the use of a particular formulation without con 
ducting animal studies if all the individual components of the formula 
tion have been so tested and have been approved? If so, what about 
the possibility of a synergistic effect existing between two or more 
components which might make the combination more toxic than the 
individual components administered separately and may render data 
on the individual components an incorrect assessment of the toxicits 


of the formulation as a whole. This question of synergistic effect 
to be distinguished from those cases where actual chemic: 

action occurs between the components with the formation 

entirely new chemical compound. Such a situation would, of 


necessitate toxicity data on the whole formulation 


{uswe 

Generally it will be possible to obtain approval on individua 
components and avoid the necessity of checking 
formulation 

Synergism has not presented a problem requiring 
ing tests on individual formulations in most cases 
vidual formulations in the past have generally bee: 
reasons 

Of course, where there 1s reason to suspect svne 
have to request some tests on formulations 

Ouestion 

Has the Administration formulated anv cle: 
program of testing for packaging materials whuicl 


with the product 
luswmer 


1 1 j 
Suggestions about testing packaging iIngrediel 


in several papers by members of our scientific division ‘or example 
see “F & DA Acceptance Criteria,” by Lehman a on, pub 


lished in Modern Packaging in January, 1955 
C) te vi i 


When considering a component of tood 
ves which has appreciable solubility In wate! 


\ 


necessary to conduct animal feeding studies o1 


question in order to assess its toxicity hazard 


market for the particular formulation containing this c 
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frequently, the total market for the component in question in all 
formulations, is not great enough to justify the great expense of 
animal feeding studies. The requirement that such components be 
subjected to animal feeding studies, therefore, will place a severe 


strain on many manufacturers of such adhesives and coatings and 


may lead to a curtailment of the variety of such products offered the 


food packaging industry Is there any less expensive way in which 
suitable indications of toxicity can be obtained in the case of water 
soluble or extractable components of food packaging films or adhesives 
vithout resorting to animal studies? Would it be possible, by relating 
the weight of the food packaged with the weight of the coating o1 
adhesive in contact with the food and by knowing the proportion of 
the questioned ingredient in the coating or adhesive and assuming it 
to be 100% extractable, to obtain approval for the use of the material 
under conditions where the resulting contamination to the food can 
not exceed a prescribed limit ‘ 
lnswer 
Without knowing how toxic the component is, we have no basis 


for determining at what level it may safely be consumed by mat 


tect 
Cs tiitt 


KIDA will make every effort to require the minimum 
needed to establish the safety of an additive, but it must « 
to request enough data to permit a sound scientific decision 
reached 

We do not know of less-expensive ways of obtaining the need 
data, but will be glad to consider the adequacy of any alternate pro 
cedure industry wishes to suggest 


Ouestion 

The joint FAO/WHO Expert Committee on Food Additives 
has stated that in toxicity studies dosage levels higher than pe 
cent should not be used 

Is the Food and Drug Administration in agreement with this 
recommendation ’ 

lnswer 

\Ve recommend that a level ot feeding 
definite toxic effects so that the pharmaco 
verse etftects to look for at lower levels of 


(J/uestion 


What will be the scientific basis for approving a plastics materia 
for use as a food container or a food wrapper? Will animal feeding 
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tests be required and, if so, on the plastic per se, each of its components 
or both? 

Answer 

See the papers by Mr. Ramsey and Dr. Fitzhugh 

If additives in the plastic migrate into the food, animal feeding 
tests ordinarily will be required to give some idea of the degree of 
hazard in their use 

Ouestion 

In the case of data on extractability obtained using solvents 
place of food as proposed by Dr. Ramsey, will the practicable analyti 
cal method submitted with the petition hav« alid only in the 
solvents used? 

lnswer 

The amendment specifies that a petition shall contain, among othe: 


~ 


things, “a description of practicable methods for determining the 


quantity of such additive in or on food and anv substance formed 
| : 


or on tood because of its use.” Thus, the 

have to be valid in the food 

Ouestions 

In the case of food packaging materials, it is common for sup 
pliers to the food industry to “tailor make” wrappers or packages 1 
customer specification. Hence, the variations of composition 
mixture of ingredients, and manufacturing processes can bes 
numerous as to be almost infinite. Is it necessary to run exhaustive 
analytical tests as to extractability, toxicity, and other matters ce 
with by Panel No. 1 of Monday afternoon, concerning every variation 
in the packaging manufacturer's specifications’ If not, is there any 
FDA principle which will serve as a guide in where to draw the line 

lnswer 

This question was covered by Dr. Lehmar 
lf the toxicity of each ingredient in a mixture 
ordinarily be necessary to run exhaustive tests 
mixture. (Of course where there is reason 
we mav have to request some tests on formul: 

! testing needed to determine ‘ 

depend, of course, upon the toxicity of the material, the 
n which it is present in the new formulati 


present in an older formulation already tested, a1 
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It is impossible to gi 


ific problem bx 


miLgT: 


orm 


Meat Ih 


of the United States Dey 
d Wildlife Service? 


il othe1 que 
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Would it be possible to get different limits for different types 
resins, since some are made up of materials know1 
while others contain units made up of more toxi 

Answer 

It is impossible to answer this questior 
resins are involved and their toxicities. If 
additional data, we will be glad to comment 

CC) ite sti ms 

The use of colored plastics for food 
increased rapidly, in spite ot the tact that 
acceptable tor such applications is very small 
tion the certified FD&C colorants are gross! 


stability to withstand the temperatures 


most plastic materials. The very few 


do not permit a useful range of colors 
of useful colorants, Dr. Lehman h: 
useful test method for determining 
colorants either as such or in combinatior 
then generally present with other colorat 
(A) What are the possibilities 
tractability to 
(B) Is there 


define such specif olerances: 


if thumb be 


y metal inorganic pigmet 
selenides, zinc oxides and chromiun 


Organic dyes and pigments 


and anthraquinone dves 


(A) If the inquirer will submit 
which he is interested and tonicity 
he glad to discuss the type of exti 


(B) No 
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(C) We need information in order to give an informative answet 


to this question. 


Ouestion 
\VWould it be possible for the FDA to set up tolerance limits for 
the solubility or extractability of pigments in food solvents, thus 


allowin 


xy the use of spectrophotometric measurements rather than 


‘ 
4 
] 

i 


visual determination of the presence of color?’ Color is difficult to 
determine visually in such food solvents as 20 per cent aqueous 


sucrose after maintaining at 100° C. for a week 


Inswe? 
We will be glad to consider any test which the inquirer wishes 
? 


yest 


su 


(Juestions 

(1) Could some standard be set up whereby a resin having only 
component molecules with greater than some given molecular weight 
be considered as a specific substance’ Breaking resins down into 
smaller and smaller entities makes solubility and extractability testing 
almost interminable 

(2) An antibacterial drug is employed orally in human medicine 
at doses up to 1 gm/day. This same drug is proposed as a poultry 
feed additive. Can residues of the drug, per se, in chicken tissue be 
tolerated which will not cause a human consuming this tissue to 
exceed an intake of 1 gm. of the drug per day—that is, assuming that 
a human would not consume more than 2 kg of chicken per day 
would a residue of the drug in chicken tissue of 500 mg/kg (500 ppm 
be tolerated ? 

If it is assumed that a human would never consume more 
than 2 kg of an edible animal by-product per day and that the best 
watlable analytical method for a new drug has a sensitivity limit of 
2 mg/Beg (2 ppm), it can be calculated that the human’s intake of the 
drug would not exceed about 0.-6 mg/kg/day to be without toxi 


effect in the rat and dog? 


If in addition to acceptable chronic animal studies demonstrating 
that 20 mg/kg/day of a new drug is without toxic effect, the drug 


~ 


has been administered to 12 humans for one month at 400 mg/day 
without untoward ettect, what residue level of the drug in edible 


animal by-products would be acceptable ? 
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lnswer 
Here again it is impossible to give a worthwhile answer without 


having more information. The questions do not supply all of the 


facts that are necessary for a responsive comment. For example, 


they do not give any information about sensitivity tests, metaboli 
fate of the chemicals, or the tendency of the antibacterial drug to 
produce drug-fast org 


m, « 


nisms 

Ouesti 

For can-lining materials which may extract a few parts pet 
million into the pac ked tood: 


(1) What is considered an acceptable level of extractability 


(2) To whom should petitions be addressed ? 


lnswers 
(1) We would have to know something about the identity 
xicity of the material to answer this question 


should be addressed t« FDA 


Colors 
Ouestion 
Does the food additives amendment permit the 
support of use in foods and food packages of c« 


] ] 
i tar Coiwors 


cit exempt col 
ion in standard 


foods \What 
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included under Section 121.100 of the proposed regulations for con 
sideration by experts throughout the country If industry wishes 
to be placed on such a list, it should request this 

Some preliminary investigation in one of the Scandinavian cout 
tries indicates that further study of annatto is needed in order to 
establish its safety 

Turmeric and annatto have not received prior sanction in 
dardized foods 

Ouestion 

Must foreign food processors use FDA certified colors in foods 
shipped into the United States in order to comply with existing and 


proposed color regulations ? 


Ouestion 


How do we know whether United States certified colors 


been used in imported foods containing added colors and s 


~ 


What provision is being suggested by FDA on this in 


legislation 


Answer 

By analysis we can tell whether the colors are certifiable 
We can't tell whether they are from a certified ba The legisla 
tion proposed by industry did not suggest any change here 

Ouestion 

What certifiable coal-tar colors has FIA tested and found to be 
harmless Please list them by official descriptive (e. g., green 
No l, etc. ) 

Answer 

We have not completed our toxicity testing on any of the certifiabl 
coal-tar colors and thus we are not in a position to list any one of 
them as clearly harmless when studied by the latest pharmacological 
procedures 

Ouestions 

What certifiable coal tar colors have been investigated outsid 
FDA for harmlessness ? 

What was the safe maximum concentration or weight 


each? 





FROM WASHIN( 


FDA is the only « 


1 


nronic ts 
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Would it not be accurate to say that the color industry has been sub 
ject to the same stringent testing requirements as a matter of law f: 
20 years as are now required for other food additives ? 

Answer 

\s explained in the paper on “Color Additives,” the intent of the 
1938 Act was to require certifiable colors to be literally “harmless 
\t a hearing held shortly after the law was enacted, evidence was 
presented which led us to believe that the list of colors were in fact 
harmless, but modern testing procedures show that at least sever 
the listed food colors do cause harm when fed to test animals at levels 
deemed appropriate for evaluating the safety of food colors. 

To the extent that the coal-tar colors go through premarketing 
tests for safety, they have been subject to a type of control somewhat 
similar to that now required for other food additives. But it would 
not be accurate to consider the certification system as offering a fund 
of experience in this field because certification of a batch simply means 
that it has been tested by the government and found to meet certa 
predetermined chemical and physical criteria 

Ouestion 

Section 406(b) of the Federal Food, Drug, and Cosmetic Act pr 
vides that the Secretary shall promulgate regulations providing for the 
listing of coal-tar colors which are harmless and suitable for use 
food and for the certification of batches of such colors. Section 420. 
the Act deems a food to be adulterated if it bears or contains a coa 
tar color other than one from a batch that has been certified in accord 
ance with regulations as provided by Section 406(b) 

The Food and Drug Administration has construed Section 406 
so as to limit the coal-tar colors that may be listed for use in food on! 
to those which are “harmless per se.” The Administration has taker 
the position that it cannot permit any such use of a coal-tar color with 
a tolerance which would provide for a safe use 


For the purpose ot this question please leave out ot considet 


tion the appeal pending before the United States Supreme Court from 


the circuit court in New Orleans dealing with Red No, 32 or assume 
that the Supreme Court will uphold the position of the Food and 
Drug Administration in that case 

Now that the food-additives amendment has been enacted, i 


. coal-tar color for use in food a food additive subject to the amendment ? 
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If it is, isn’t the etfect of the food-additives amendment to remove 
he “harmless per se” rule for coal-tat 


( olor ~ 
coal-tar col 


i 


n food such that while 
ors would still have to be listed and certified, as set forth 
n Section 406(b), they can be permitted under a regulation setting 
forth the maximum quantity which may be used or, in other words 
vith a tolerance limitation as set forth in Section 409(c) of the Act, 
s amended by the food-additives amendment 

[nsw r 

We believe the tood-additives amendment 
ind does not, apply to coal-tar colors. The 


1 Color \dditives.’ 


was not intended 1 


to 
reasoning back 
in the paper on“ 


of this 
\M(r 
ut 20 


Rankin made 


years to complete ) 
Is it not true that this estimated period includes 1 
16 food colors (FD&C 


) but also the 68 drug and « 
| the 32 external drug ind « 


i statement to the efiect 


that it 
pharmacological testing 


1 
the 


osmetic (D&é 
osmetic (Ext D&C) | 
Inswe? 


colors 


Cancer 


the 


of many ve 


amounts 


lV Caust 
ats l new amendment 
the use of additiy CO 


carcinogel 


_ 
LAIST? 


Che term does aT 


in the amet ent so we have not cor 
sidered it necessary Perhaps the 


uestioner means “Will 
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cancer be defined?” It is not defined in the pro | regulations: we 
understand the word to refer to malignant growth 

Ouestion 

\\ il] the concept of a carcinogen threshold . accepted, 1 e 
‘vel below which even a proven carcinogen Ww be regarded 


presenting no hazard 


re ads 


induce 


ic thresl 


Burden of Proof 


Section 201(s) as it mav attect the burden 


» of foods alleged to contain an unsafe “tf 
If a producer markets a f 
believes not to be a “food additive.’ as defit ed 


if FDA obtains seizure of the food on the sole 
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under Section 402(a)(2)(C)—which deems as adulterated any food 


“unsafe” food additive—does FDA have the burden ot 


containing an 
proof in court that the ingredient is “not generally recognized” as sate 


Answer 
Yes 


Ouestion 


\ssuming that a manufacturer concludes on his own initiative 
that a substance used in his food product is generally recognized 


safe, and is therefore not a “food additive,” what proof must FDA 


<i> 


adduce in court in order to refute such conclusion 


lnswer 

To prove that the substance is not generally recognized as sat 
FDA would have to present testimony of competent scientists who do 
to be afe under the 


not regard the additive as having been show 


conditions of intended use 
( Juesti ah 
ll the FDA have t 


actually find traces of (for example) a plasticizer in a tood before they 


Under the chemical-additive amendment 


can proceed aga food, or can they proceed on the assumptior 


that the pl ze ill migrate from a packaging material 


L | Te 
food 
lnsw y 
We believe it would not always be ne 
in food if the intended use of the packagi 
be expected mtamination of foo With ar 
| t t) 


generally recognized as safe, it would be our purpose to 


that would 1 use of the packaging material rather 


until ities of food have been damag 


disagreement between the 


user or proponent as to whether a partict 


of recognized ex t by experience 
be resolved enforcement acti 
interstate food or the interst 
In question 

The purpo ‘amendment ts to 
} 


tive whose safe as not been established, 


to accomplish this by the most direct means avi 
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Drug, and Cosmetic Act provides for use of seizure, prosecution o1 
injunction action, or a combination of these. The action would be 
brought in a United States District Court and could involve the inte1 
state shipper of the additive, the interstate shipper of food in which 
the additive is used, or both, depending upon the circumstances 

Ouestion 

The Federal Food, Drug, and Cosmetic Act prohibited deception 
as well as other misbrandings and adulterations. Why was it neces 
sary, in the food-additives amendment, to provide that the Secretary 
shall not issue a regulation if the proposed use of the additive would 
promote deception or otherwise violate the Act’ Who has the burder 
of proof ? 

Inswer 

This provision was inserted in the amendment to make it abun 
antly clear that the Secretary should not approve under this section ¢ 
the law an additive use that would result in violation under another 

The petitioner has the obligation of presenting data in his petition 
which will permit the Secretary to determine by fair evaluati 
whether the proposed use of the additive would promote deceptior 
the consumer 

Legal Guaranty 

Ouestion 

Do you expect to issue a suggested new guaranty form for use by 
suppliers of chemicals which would excuse the food manufacturer 
from criminal liability if the product were used as directed by the 
supplier ? 

Answer 

No. The man who wishes to protect himself can rely 
official regulations, and use additives only as permitted 

Ouestions 

Section 201(s) as it relates to packaging material 


Does FDA claim the power to obtain seizure of packag 


material containing an unsafe “food additive” prior to its use in pac 


aging a food product: 1 other words, can packaging materia 
seized in a manufacturer's plant 


If so, would a guaranty similar to that commonly obtained unc 


Section 303(c)(2) used in the case of ingredients protect the user 


against criminal penalties? 





QOUESTIONS AND ANSWERS FROM WASHINGTON CONFERENC! 


Answers 
The packaging material comes under the law only if it meets th 
its intended use If it 


\ 


definition of a food additive, which is based on 
is an additive, then all the provisions of the Food, Drug, and Cosmeti 
\ct apply, including the seizure provision 


We believe a guaranty would not protect the user 


Ouestion 
Until clarification of the acceptable and nonacceptable Status ol 


the various additives, how can a manufacturer deal with demands for 


warranty statements under the food-additive act 

lnswer 

Presumably this question deals with guaranties 

The promoter of a chemical can obtain our views on the stati 
the chemical upon written request 

Consistent with court decisions, a guaranty with respect 
chemical additive would apply only to that additive, not to a foo 
which it is employed 

Ouestion 

How does it help a food packet Or l-additive manutacturet 


to obtain from his supplier certification of ngredients used 


In i od or food additives ? 


lnswer 


\pparently the inquirer is asking how the uset 


be sure that he is meeting the requirements of the 


7 


may do this by purchasing substances sanctioned 1 
using them in accordance with the 


~ 


regulations and 


Labeling 
109(b)(2)(B) provides that any peti 
gulation for a “food additive” shi 
mens of its proposed labeling Does this require 

‘| of the additive as 1t will be commercialls 
label of the product in whicl 
used ? 
lnswer 
\s indicated in Section 121.51 (« 


be heve this refers Lo the labeling of 1 . addit ve 
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will be required by applicable provisions of the Food, Drug, and 


Cosmetic Act on the finished food as a result of the use of the additive 


Ouestion 


Section 409(b)(2)(B) and (c)(1)(A) concerning labeling required 


~ 


Will FDA limit its labeling requirements in its regulation to thos: 
necessary to assure safety , 


Inswer 
No. If labeling requirements are necessary to be sure that use of 


the additive does not promote deception of the consumer or otherwise 


ve 


result in adulteration or misbranding within the meaning of the For 


1 


Drug, and Cosmetic Act, they will be imposed 


” 
what extent is the Administration agreeable to going alot 


with the use of simplified labeling of certain chemical ingredients 


where this labeling can be made an industry practice, 1. e., the use 


“NDGA” in an ingredient line instead of nordihydroguaiaretic acid 


and how would it suggest accomplishing this? 


lnswer 
The Administration believes it is desirable for industry to develop 


a mechanism for establishing generally accepted and understood com 


mon names for complex chemical compounds \ committee estal 
lished by The Food Law Institute is trying to develop a procedure for 
don Y this 

The letters NDGA have not yet been established as the commot 


7 


name of nordihydroguaiaretic acid 
Effective Date—Particular Commercial Use 


f the food-additives amendment provides that Section 3 


section 0 of 


the amendment takes etfect 180 days after the enactment of this 


new law; but with respect to any particular commercial use of a 


additive, if such use was made of such additive before January 1, 


3 takes effect one vear after the said 180-day period 


then sectron 


us leave aside, for the purpose of this question, that under cet 


ircumstances said additional one-year period can_ be extended 


shortened 
let us assume that a food additive was definitely used in a cet 


tain food prior to January 1, 1958. Said food was either a standardized 


or an unstandardized one. If it was a standardized one, let us assume 
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that the identity standard for such food did 


ingredient but yet the ingredient was use 
the 


no label declaration of its use If 


ie, let us assume that there Was no label 


it is to be emphasized that the additive 


January 1, 1958, in a particular food 


such circumstances 
particular food addtive, as 
i\dditive amendment is concerned 
substance may be 


misbranding provisio 


QS MITTS 
. . pul Ua 


Federal Regul: 
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(a) If the emulsifier is a food additive the extension of its use 
should be cleared under the procedures of the amendment before it is 
employed commercially The legal sanctions brought into play 
through Section 402(a)(2)(C) become effective on March 5, 1959 

(b) This is a commercial use 

Ouestion 


Reference is made to the partial list of additives that have not 


been shown to be satisfactory for use that would leave residues i1 


foods \re chemicals listed therein that have not been specifically 


prohibited for use in foods (such as coumarin) allowable for use if 
they have been in common usage by a manufacturer or other manu 
facturer prior to January 1, 1958? 
lnswer 
he question evidently refers to the list submitted by Commis 
sioner Larrick when he testified on the proposed legislation on April 
15, 1958. (It appears on pages 463 and 464 of the report of hearings 
before a subcommittee of the Committee on Interstate and Foreign 
Commerce of the House of Representatives. ) 
Unless there is evidence of unsafety, the materials can 
during the transition period but their use would have to be cleared 
discontinued by the time the new law becomes fully effective 
Ouestions 
Will there be a definition of “particular commercial use”? (For 
example, will use of an ingredient in cakes before January 1, 1958 
support its use in cookies until March, 1960?) 
luswer 
No (both questions) 
Ouestion 
Does a “particular commercial use’ under this section include 
at lower levels than those prevailing before January 1, 1958° 
Answer 
Yes 
Specific Chemicals 
Ouestions 
(1) Wrapping material “W,” containing 5 per cent of extractabk 
component “E,” has been used commercially prior to January 1, 1958 


Wrapping material “XX.” containing 4 per cent of the same component 
g | 
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as the only extractable, has been sold commercially since October 
1958 \s the extractable “E” is the food additive, can material “X 
»used until March 5, 19600, without a regulation 


(2) Wrapping material “W.” containing only components A 
pping g ; | 


C, D, and 5 per cent of an extractable “E,” has been used commerce 


prior to January 1, 1958, and has a prior sanction from the FDA 
the form of a “no objection” letter. Wrapping material “XX,” contain 
ing only components A, B, C, D, and 4 per cent of extractable “I 


has been used commercially since July 1, 1958 As there 1s a priot 


sanction for a larger amount of the extractable “ is it, and thus the 


wrapping material “XX,” exempt from coverage by ood-additive 


amendment of 1958 


(3) If a usage f 4 flavoring compound per pound of finished 


product is » the concentration of the highest suggested 
medicinal dosage of the compound, would it be necessary to establish 
the absence of toxicity in a food product even though the flavoring 
compound itself is labeled poison ? 

The compound in question is one currently 


States Pharmacopoeia and the label calls attention to its use medicinally 


only by prescription from a physician, dentist or veterinariat 


(4) Product A 1s oftered as a food as well as an ingredient 


fabricated foods It consists of a simple mixture of two ingredients 


X and \ xX Is a well recognized food \ IS an < 1 vhic h do 


( > within the exemption provisions of the ‘ idditive 
amendment and therefore would presumably require 
regulation. Is Product A (1 


] } 
approval DY 
a food additive coming within the SCOTM 


| 


of the food-additive amendment and thus requiring clearance by regu 


lation or (2) an adulterated food? 
Inswer 
We will be able to give a more informative 
ill write in and let use know the names of the 
refers 
Miscellaneous Questions 
Ouestion 
Does the law attempt to control pesticides, antibiotics added through 
milk, stilbestrol added through meat, or fission products 
Strontium 90 


such 


luswer 


The law covers any substance the intended use of which results 


rr mav be expected to result directly or indirectly in its becoming 
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food (if it 


component otherwise attecting the characteristics of any 


s not generally recognized by appropriately qualified experts as safe) 


Of course the use of pesticides on crops is handled not under the food 


additives amendment, but under the pesticide-chemicals amendment, 


which is quite similar 


consumer learn what and how much ot 


1@ in her foods, such as cake mixes 


Onsumel 
mixes by studyi 
atement 
t but for 


limitation, the maximum 


permitting the material 


~~ 


a product be listed 


al salad dre SSIng? 


} 


le Ingres 


The pure-food law requires a statement of tl 


or more substances, except 

the label IS not 

true because 
alad dre Ss! 


iring the starch pa 


uld not have 


whether a chemical 


ir some other purpose 


requires the label of a nonstandardized 
name of each ins ient that is present 
is impracticable, it may be omitted 
\We believe it is impractical for the produce broke 
determine what pesticides have been used on growing crops by 
farmer: thus a label declaration of these pesticides would not 


necessary 
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Chemicals added to food during processing would ordinarily 
declared on the label (See discussion of standardized foods 
response to another question. ) 

Question 

Will the law cover arsenic compounds which are now 
increased, such as in chicken and pork, as a result of feeding arse 
to animals: 

Answer 

We are not aware that the quantity of arsenic in chicl 
pork is being increased The arsenicals used in animal 
allowed only under conditions that do not contribute arse 
flesh of the slaughtered animal above the level normally 
chicken and pork 

Cuestion 

How will the control differentiate 


those related to stilbestrol, that may fi 


through plant products such as alfalfa, an ilbestrol compounds 


are added directly to foods OT indirect] tre } teeding cl 


and cattle? 

lnswer 

\\ e are not aware that stilbestrol is fl 
food through plant products such as alfalf: 
which are added directly to foods, would have 
the food-additives amendment: no such additi 
Stilbestrol compounds used in animal feeds 


both under the new-drug and food-additives 


teachers of foods and nutri 
colleges be informed about activities of the Foo 


tration in order that they may have correct 
Inswer 
We are preparing informational material 
FDA activities and upon request will supply 
questions in the minds of teachers. The tea 
Division of Public Information, Food a1 


Washington 25, D. C 
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Ouestion 


Will the law cover the potential accumulation of compounds, such 
as Megasul, that may accumulate in the giblets of poultry as a result 
of feeding this compound to chickens and turkeys? 

Answer 

Yes 

Ouestion 

Publication of views of FDA statt members in the Quarter 
Bulletin of AFDOUS and in other journals is highly useful and com 
mendable, but it is too slow for the present circumstances. So many 
technical and scientific persons are now urgently anxious to apply 
themselves promptly and efficiently to the top priority problems in the 
food-additives field; would it not be advisable that in addition to coi 
ventional publication that all such views on additives be mimeo 
graphed and distributed promptly to all persons who have asked to be 
enrolled on FDA’s food-additives mailing directory 

Inswer 

We will continue to release public information as promptly as 
possible and if it appears that the use of government bulletins is neces 
sary in order to speed up the release of urgently needed guide lines 
we will of course give careful consideration to the issuance of bulletins 

Ouestion 

How is Section 406(a) ever applicable under the amended law, 
light of the fact that a substance which ts “poisonous or deleterious 
within the meaning of Section 406(a) would necessarily be in 
category of Section 402(a)(1) or 402(a)(2)(B) or 402(a)(2)(C) 
other words, can there be any use of an additive in food which 
under the definition of Section 402(a)(2)(A) and which does not 
necessity, fall under one or the other of Section 402(a)(2)(B) or 

Answer 

Section 406(a) deals with accidental contamination of food (for 
example, contamination of a carload of wheat with a compound cor 
taining lead as a result of a railway accident The food-additives 
amendment deals with the nonaccidental addition of substances to foods 

Ouestion 

What useful purpose can be served by referring to the NRC recom 


mendations on procedures in the regulations—other than providing 


an administrative basis for denying a petition for tolerance : 
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Answer 


The purpose served by this reference is to let interested scientist 


know where they can go to find broad recommendations for the design 


of safety experiments, which have the endorsement of topflight 


scientists throughout the Nation 
Ouestion 


Does the FDA intend to expand control service on industrial pro 


duction of food additives beyond color certification 7 


luswer 


their efforts to prove the safety (1) of 
he same of the same product produced by different 
Processes an ‘ f il 


ar products produced by different processes ? 


DD Ryta 


Phe Food and Drug Administration is wi accept evidence 
developed jou oO or more companies, ¢ well as evidences 
] 


Ce) eloped by 


(uestioi 


If the statements of the panel members were taken literal do 


vou think it would be humanly possible to 
id as a food 


get anv new material 


entional additives 
ns thereto provide 
additives extracted from rubbe 


provided that 


the persor vho 


a petition reques 
rder would issue 


the petition 


nd usual name 


rulings under this « 
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Ouestion 

Will the law cover the potential accumulation of compounds, such 
as Megasul, that may accumulate in the giblets of poultry as a result 
of feeding this compound to chickens and turkeys? 

Answer 

Yes 

Question 

Publication of views of FDA statt members in the Quarter 
Bulletin of AFDOUS and in other journals is highly useful and com 
mendable, but it is too slow for the present circumstances. So many 
technical and scientific persons are now urgently anxious to apply 
themselves promptly and efhciently to the top priority problems in the 
food-additives field; would it not be advisable that in addition to cor 
ventional publication that all such views on additives be mimeo 
graphed and distributed promptly to all persons who have asked to be 
enrolled on FDA's tood-additives mailing directory 

Answer 

We will continue to release public information as promptly as 
possible and if it appears that the use of government bulletins is neces 
sary in order to speed up the release of urgently needed guide lines 
we will of course give careful consideration to the issuance of bulletins 

Ouestion 

How is Section 406(a) ever applicable under the amended law, 
light of the fact that a substance which is “poisonous or deleterious 
within the meaning of Section 406(a) would necessarily be in the 
category of Section 402(a)(1) or 402(a)(2)(B) or 402(a)(2)(C)? I 
other words, can there be any use of an additive in food which falls 
under the definition of Section 402(a)(2)(A) and which does 


necessity, fall under one or the other of Section 402(a)(2)(B) o1 


Inswer 

Section 406(a) deals with accidental contamination of food (for 
example, contamination of a carload of wheat with a compound cor 
taining lead as a result of a railway accident) Che tood-additives 


amendment deals with the nonaccidental addition of substances to foods 
Ouestion 


What useful purpose can be served by referring to the NRC recom 


mendations on procedures in the regulations—other than providing 


an administrative basis for denying a petition for tolerance 
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sistent with the best consumer understanding, but rather with the 
technical understanding. Even the medical profession is not familiar 
with many of the names required to be used in labeling. 

Example: Cyanocobalamin, Cobalamin Concentrate 

Answer 


\s indicated in the formal papers presented on November 25, both 


industry and government recognize that there is a problem here and 


steps are being taken to deal with it. 

Ouestion 

You have given the food and chemical industries an opportunity 
to meet with you and express their views about the food-additives 
law. What opportunity are you going to give consumers to state 
their views and let you have their recommendations with regard to 
enforcement ? 

Answer. 

We will be glad to have consumers meet with us or phone us o1 
write us to state their views about the administration of the food 
additives amendment On December 18, Secretary Flemming is 
meeting with representatives of national public health and consumer 
organizations and at that time the consumer representatives will have 
an opportunity to bring up directly with the Secretary any suggestions 
they have about the administration of any phase of the food, drug and 
cosmetic law, including the food-additives amendment 

Ouestions 

Suppose a chemical manufacturer sells a technical insecticidal 
material to a formulator in the same state and the formulated material 
is sold in the state under the formulator’s label for an application 
which results in a residue without a tolerance for a raw agricultural 
commodity. If the adulterated commodity is shipped across a state 
line, would the chemical manufacturer be violating the food-additive 
amendment: 

(1) If he knows the purpose for which the technical material will 
be used? 

(2) If he does not know the purpose for which the technical 
material will be used ? 

Answer 

It is impossible to give a categorical answer that would apply in 
all circumstances. We think there is a real possibility that the 


chemical manufacturer who knows the purpose for which his technical 
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an impractical analytical method (such as tracers) to show that, at 
any concentration that could conceivably be present in food, the 
material was nontoxic ? 

Answer 

If the analytical method employed by the petitioner shows that 
at any concentration that could conceivably be present in food th 
additive is nontoxic, we would regard it as a practicable method 

Question 

When a premix containing the new drug is the proposed manu 
facturer's product, must efficacy be shown in the NDA if 

(a) No certifiable antibiotic is present in the premix 

(b) A certificate antibiotic is present in the premix ; 

(c) The premix as sold will contain no antibiotic but it is fu 
expected that the premix will be added to antibiotic-containing feed 
“in the field”? 

Answer 

This is not a food-additives question. However, the answers 

(a) No 

(b) Yes 

(c) No 

Ouestion 

What is FDA’s interpretation of the scope of the “investigational” 
exemption’ What sort of exemptions does FDA feel it is empower 
to grant under this provision of the Act? 

Answer 

We regard Section 409(1) of the Act as permitting us to exen 
from the clearance procedures of the amendment food additives and 
foods bearing or containing them which are intended solely for invest 
gational use to determine the safety of the additive 

Question 

Where FDA finds it necessary to set some “ceiling” on the total 
quantity of a given substance in the diet and where there are compet 
ing or potentially competing uses for the substance in the diet, how 


does FDA propose to handle the problem of allocating parts of the 


permissible “ceiling” among the competing uses? 


An Su'Cr 
We will assign tolerances for the chemical within the allowable 
limit on a “first come, first served” basis. When the ceiling has be 


reached we will assign no more tolerances for a chemical 
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Ouestion 


Will the FDA release TOXICITY data on a particular par kaging 


lditive now in their possession upon reque If not, will they issue 
regulation based on this data upon request 


Inswer 


vidual consumers 


know what 
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basis of 


The zero tolerance in milk was established on the 
mendation by a committee of internationally 
ry scientist, selected by the National Academy 


re¢ ognized 


ot 
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bel names for che mical a 
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example, the FDA recently 


I” would henceforth be the common name for thi 


C1lqd 
I 


ervthor 


. -addit ye? rmerily 
vn as “1soascorbi id The ne WwW name thus takes precedencse 


KRHOW 


In industries under FDA control However, the USDA through its 


Meat Inspection Division, controls the meat industry Up to this 
In fact the MID 


point, no change has been announced by the USDA 
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allows meat manufacturers to use the label declaration. “ascorbic acid 
added,” when in fact isoascorbic acid is added. This is not only con 
fusing but incorrect as isoascorbic acid does not have vitamin (¢ 

It will be impossible for industry to live with two labels for 


activity. 
this problem will 


the same product 


to know how 


\\ e we nuld like 


be resolved 


iS possi 


Answer 


nomenclature will be resolved as qui kly 


Conflicts in 
—— 
do not supply enough facts to permit 


FDA and furnish addi 
under which 


The following 
Inquirers may communicate 
the additives, 


questions 
with 


answer! 
tional data such as names of conditions 
they are used and the effects they have on food. 


1 wi 


Ouestion 


Where a formulatio 
be required 


change is made subsequent to approva 


Will it be on a purely voluntary basis o1 


new approy al 


will there be machinery for checking the composition of a material 


from time to time? 
Ouestion 
Can _ chlori 
chloroethylet Cc 


4] 


ring 
VO! v 


dasmall residu: is present in the for 
(a) If such be cooked prio 

evaporates as such cooking 

sidered a tood ad 

(b) If such eaten in combi 

ingredient, for instan and the combi 

of the ingredient estion. would the 


a food additive 


tion 


sidered 





FOOD DRUG COSMETIC LAW RNAI JANUARY, 1999 


(c) Such food is only used as an ingredient along with sever: 


other ingredients in the food as ingested. No residue of such ingredient 
is found in such final food product by an analytical method sensitive 


to 0.1 ppm Would the ingredient be considered a food additive 
Ouestion 


In the manufacture of packaging materials for foods 


stock is frequently used to produce the paper which comes in 
‘| 


contact with food produc ts Does the | r\ consider such packag 


material dangerous from the standpoint that some scrap paper c 
taining traces of asphalt may find its wav into such f 


material 
(J/ucstions 
Section 201 of this law st: 
e sale either by experience based on common use it 
tives that are generally recognized among 
been adequately shown through scientifi 
be exempted 


Will the word 


is aS meaning that constituet 


gy ot this 


in others at equivalent or lower level \ ut Ing 
as harmful additives’ (For example, it has been argued 
ist that some of the emulsifiers, antioxida 
“additives” are naturally occurring substances 
be permitted additives 


\ssuming 19 parts of a food ingredient (protein 
drate) in general food use prior to January 1, 1958 
FDA are compounded with one part of a food additive g 
yv used in toods prior to January 1, 1958, and approved as safe 
FDA and assuming that the compounded end product is intended 
use in a finished food at a level of 20 per cent, would FDA appr 
this compounded product as safe for use at a 20 per cent | 
basis that all component parts are approved as safe 
use prior to January 1, 1958 
ss 
\ proposed component of an accepted food 
as an emulsifier and wetting agent because of 
and also because of its excellent stability toward processing cond 


tions 
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Che finished food additive itself is added to the food at a level 
one ounce pe! 1 000 pounds during the processing ot the food Vhe 
component of the food additive appears in the finished food product 
at a level of approximately 0.1 to 0.2 ppm 
\cute toxicity tests have been carried out on mice The lethal 
dose of this component when given orally has not vet been reached 
‘ 


he acute tox 1t\ results to date indicate that when the data are extra 


polated directly to the 70 dilogram human, the lethal dose would 


} 


appear to be in the range of several hundred gram The componet 


itself is composed of an amino acid and cocoan 


Note This is all the information stated. N« 
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WASHINGTON—Continued from page 4 
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In the Public Health Service 
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Among the representatives at the conference cosponsored by the United States 
Food and Drug Administration and The Food Law Institute, Inc., on Novem 
ber 24-25, 1958, at Washington, D. C., were—from left to right—/front row, Ber 
nard L. Oser, president, Food and Drug Research Laboratories, Inc., Maspeth, 
Long Island, New York; William W. Goodrich, Assistant General Counsel, 
FDA; John L. Harvey, Deputy Commissioner of Food and Drugs; Charles 
Wesley Dunn, president, FLI; George P. Larrick, Commissioner of Food and 
Drugs; William T. Brady, chairman, FLI; Robert S. Roe, Director, Bureau of 
Biological and Physical Science, FDA; second row, Winton B. Rankin, assist- 
ant to Commissioner Larrick; Arthur A. Checchi, assistant to Mr. Harvey; 
O. Garth Fitzhugh, Chief, Toxicity Branch, Division of Pharmacology, FDA; 
Elmer M. Nelson, Director, Division of Nutrition, FDA; Lowrie M. Beachan, Jr., 
Assistant Director, Division of Food, FDA; Oral L. Kline, Director of Research, 
Division of Nutrition, FDA; third row, Lessel L. Ramsey and J. William Cook, 
both of Division of Food, FDA; Glenn G. Slocum, of Division of Microbiology, 
FDA; Arnold J. Lehman, M. D., Director, Division of Pharmacology, FDA; 
Bert J. Vos, Assistant Director, Division of Pharmacology. 
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ments further increase the all-around usefulness of the ‘‘Reports”’ 
for all concerned with the production, processing, packaging, and 


labeling of foods, drugs, devices, and cosmetics. 
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